Many commentators and guidelines endorse the view that clinical research is ethically acceptable only when it has social value, meaning that it collects data which can be used to improve health. A version of this social value requirement is included in the Declaration of Helsinki and the Nuremberg 
have been no systematic analyses of why social value is a requirement for clinical research. Recognizing this gap in the literature, a recent article by Alan Wertheimer argues that two of the extant justifications for the social value requirement are unpersuasive. Wertheimer concludes, contrary to current regulations and guidelines, that it may be acceptable to conduct clinical research which has no social value. The present paper attempts to assess this conclusion by critically evaluating the ethical and policy considerations relevant to the claim that clinical research must have social value. This analysis finds that the two arguments Wertheimer considers do not, on their own, provide a compelling justification for the social value requirement. However, evaluation of a broader range of ethical and policy considerations supports the standard view that social value is an ethical requirement for the vast majority of clinical trials and should be mandated by guidelines and policies.
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BACKGROUND

SCOPE OF ANALYSIS
Defining social value
Clinical research is a subset of research with human participants that focuses on evaluating methods to prevent, treat or cure illness and disease, or on generating the knowledge necessary to develop such methods. We leave to others the question of whether social value is an ethical requirement for research involving human participants more generally, such as economics research that involves playing computer games to learn how humans make decisions under conditions of uncertainty.
We assume the standard conception of social value according to which clinical research has social value to the extent that it collects data which can be used to improve health. participants. We will bracket these and other types of potential social benefit and assume that clinical research has social value only to the extent that it collects which may be used to improve health.
Requiring social value
The SVR holds that clinical trials must have the potential to improve health, not that they in fact do so. At least some studies turn out to have essentially no social value at all. For example, some clinical trials end up recruiting so few participants that they yield no useful information. These trials do not violate the SVR, provided there is sufficient reason to believe ex ante-at the time the trials are initiated-that they will yield data which can be used to improve health.
Next, the SVR applies to studies, not to the enrollment of specific individuals in these studies. Imagine it is known ex ante that the enrollment of a specific individual will not contribute to, nor detract from the social value of a given study. As we will understand it, the SVR does not preclude enrollment of this individual. We also will not consider whether, in some cases, the SVR 
ETHICAL AND POLICY ARGUMENTS
The following sections examine eight ethical and policy arguments that, taken together, provide strong support for an SVR. A different way to avoid participant deception would be simply to inform prospective participants that a given study lacks social value. However, it seems unlikely that investigators would adopt this approach. They likely would be unwilling to admit that their studies lack social value and likely would be concerned that candor in this regard would deter individuals from enrolling. Moreover, as we discuss below, informing participants that some studies lack social value may undermine public trust in clinical research in general. These considerations suggest that, at least in the world we inhabit, the SVR is a key safeguard against deception in clinical research that poses net risks. 342-52.
Protecting participants who cannot consent
Avoiding participant deception
Safeguarding against exploitation
The SVR has been cited as an important protection against the exploitation of research participants. 22 In response, Alan Wertheimer has argued that the SVR actually increases the potential for exploitation. 23 To make this argument, Wertheimer appeals to his own account, according to which exploitation occurs when a specific transaction places an unfair balance of risks and benefits on one or more of the parties to the transaction. 24 On this account, research participants are exploited when they receive an unfair share of the benefits of a study, given the risks and burdens they assume, and the extent to which others benefit from their participation. 25 Since the SVR mandates that clinical trials must have the potential to benefit future patients, and there might be millions of them, Wertheimer concludes that it actually increases the chances that participants will be exploited.
Wertheimer's argument makes sense, but only to the extent that one focuses on individual research studies. This raises concern that, in many places, the SVR represents a less than ideal safeguard against exploitation. This is important because Wertheimer offers a more straightforward approach. He writes: "If payment should be regarded as a benefit, then subjects are not exploited if the payment is sufficient to adequately compensate them for the risks and burdens of participation even if the research is entirely lacking in social value." 27 focus on showing that a SVR is a compelling way of avoiding exploitationon Wertheimer's own account-given current research practices.
While this argument makes sense in theory, it would require what strikes us as an extremely unlikely change in practice. In particular, compensating participants for the risks and burdens they face is not sufficient to avoid exploitation; the level of compensation would also need to take into account the extent to which others benefit from participants' involvement. For example, a series of clinical trials can yield large profits for a company.
Obviously, a range of individuals contribute to the successful development of a new intervention, and the claims of all of them would need to be considered in any fair distribution. However, the contributions of research participants can be crucial and their fair share of the profits may be significant. A small number of participants who are instrumental to the development of an intervention that produces tens of billions of dollars in profit might need to receive hundreds of thousands of dollars to ensure a fair transaction.
It seems unlikely, at least in the foreseeable future, that participants will receive this level of compensation. Sponsors would be reluctant to pay participants at this level. And doing so would change in substantial ways how we understand the role of research participants, what it means to obtain their voluntary informed consent, and so on. Uncertainty about these changes likely increases sponsors' reluctance to address the potential for exploitation through payment. This suggests that a SVR represents an important component of what currently appears to be the best (albeit imperfect) approach to addressing concerns about exploiting research participants.
Stewardship of public resources
Public officials have an obligation to exercise stewardship of public resources by spending them in ways that promote socially valuable goals. This obligation is not specific to research, but applies to public expenditures in general. As mentioned, there are different socially valuable goals that might be promoted by research, such as employment or economic activity. However important they may be, these goals can be realized in other ways. In contrast, clinical research is vital to developing and evaluating interventions that have the potential to improve health. The importance of this goal, and the absence of alternative ways to achieve it, provides strong reason to insist that the approximately 1/3 of all clinical research studies which are publicly funded satisfy an SVR. depends, such as the methods that are used in clinical research, trace to public support and funding. Governments also help to train the investigators and clinicians that are needed to run clinical trials, and contribute to the review, approval and reimbursement of the products that are developed through commercial studies. The magnitude of these contributions varies widely and will be low for some studies, as well as difficult to estimate in any precise way. Nonetheless, there remains at least some public support for essentially every privately funded study.
One might argue that governments can provide this support to pharmaceutical companies without insisting on any specific conditions in return. Whether this is right depends on whether doing so is consistent with the obligation to exercise proper stewardship of public resources. Whatever that analysis might suggest, requiring clinical trials to have social value ensures that the provision of these benefits is consistent with appropriate stewardship of public resources. This conclusion does not imply that all clinical research studies should be required to have significant social value.
Instead, it suggests that all clinical research studies, including those that are (mostly) privately funded, pose low to moderate net risks, and enroll only competent adults, should be required to have sufficient social value, where the level of required value is a function of the degree of public contributions that went into the study.
Promoting public trust
21
Clinical research provides significant benefits to society. This outcome seems possible, but unlikely. Recall that we are limiting the present argument to clinical research defined as a subset of research that focuses on evaluating methods to prevent, treat, and cure illness and disease, or gathering the knowledge necessary for developing such methods. As a result, the average person typically is not in a position to judge whether a given research study justifies the net risks and burdens it poses. Instead, they 32 Moreover, if successful, this approach would also address the potential for participant deception discussed above (section 3.4) without insisting on an rely on this being the case, and adoption of an SVR ensures that this is in fact so.
This thought experiment suggests that the potential costs of adopting policies that dispense with a SVR could be significant. How do these costs compare to the potential benefits of doing so? Presumably, the SVR blocks some studies that individuals want to conduct and others are willing to participate in. This is a cost, although likely a very modest one. Beyond this, there are few costs to endorsing an SVR. Even if we did not require that research have social value, we would still need a system to ensure that participants' rights and interests are protected. Given that implementation of the SVR likely can be incorporated into this system with few additional costs, it seems unlikely-albeit an empirical question-that the costs of requiring social value as a matter of policy outweigh the assurance this provides in maintaining public trust.
Cases versus policies
The argument to this point does not preclude the possibility that there are some studies to which the above arguments in support of a SVR do not apply.
In particular, the arguments for requiring social value do not apply to studies that meet all of the following conditions: 1) enroll competent participants who understand that the study has no potential social value; 2) pose no greater than moderate net risks; 3) are consistent with conditions on appropriate investigator behavior; 4) compensate participants commensurate with any net risks and burdens they face and the extent to which their contribution benefits 24 others; 5) are done in a sufficiently private way; 6) do not use public funds; 7)
do not rely on prior studies that were supported by public funds; and 8) do not rely on publicly funded review, approval or reimbursement mechanisms.
Are there studies that satisfy all of these conditions? We are not sure. If such studies exist, social value may not be a requirement for them. However, to the extent that the SVR is part of public policy, it is not clear that these studies matter. Public policies are never fully appropriate for every single case that falls under them. In addition, depending on how complicated it would be, implementation of a system to allow valueless studies might lead to many false positive mistakes-that is, valueless studies that are conducted but should not have been conducted. This provides further reason for the relevant policies to require social value for all clinical research studies.
OBJECTIONS AND REPLIES
Critics might argue that the present analysis establishes only that social value (combined with other standard requirements, such as informed consent) is a sufficient condition for ethical clinical research. We have not demonstrated that every possible way of regulating clinical research that does not involve an SVR is ethically problematic. Hence, we have failed to support the standard view that social value is a necessary requirement for ethical clinical research.
We admit to not having canvassed every possible way of regulating research without social value and proven that all of them are problematic. If this standard for proving necessity is applied, we have failed to meet it.
However, we are not sure-at least in applied ethical reasoning-that anyone ever meets this standard. In contrast, we do think we have shown that, given the world we live in, and the way that clinical research is conducted in that world, failure to enforce an SVR would lead to problematic studies and overall worse research outcomes. It is in this sense that we conclude that the SVR is necessary for ethical research.
Critics might also argue that our arguments blend ethics and policy, and that it is therefore unclear whether social value is required as a matter of ethics or as a matter of good policy. In our view, it is both, although it can be difficult to draw a clear distinction between the two. Even the argument that most clearly appeals to policy considerations-cases versus policies-has moral salience insofar as it highlights the moral importance of balancing false positive and false negative errors when setting public policy.
CONCLUSION
The present analysis identifies eight ethical and policy considerations that together provide strong support for an SVR. Mandating that clinical trials must have (sufficient) social value is important for protecting participants who cannot consent, preventing inappropriate research that poses high net risks, and promoting appropriate investigator behavior. Absent an alternative approach, an SVR also provides some protection against participant deception and participant exploitation. Moreover, an SVR helps to ensure proper stewardship of public resources and promotes public trust and support for clinical research, thereby helping to secure the conditions necessary to continue to improve health. Taken together, these considerations provide
